Introduction
In 1948, the modern concept of RCT was developed (Christensen 1999; Lilienfeld 1982) . Today, RCTs is a frequently used method amongst all healthcare professionals in the medical field; ranging from testing medicine on patients to testing other forms of interventions in the medical clinic, such as psychological interventions, educational interventions and nursing interventions. An outcome of this historical movement in research is that nursing care is assumed to contribute evidence in the same way as required in the medical research tradition. It means that there today is a strong research claim for nurse-designed studies using RCT involving a focus on clinical care (Heyman 1995; Pravikoff, Tanner & Pierce 2005; Pruitt & Privette 2001; Petersen 1998 ). The RCT is considered to be 'the golden standard' for evaluating the effectiveness of interventions; the preconception is that RCT works in evidence-informed policy making and in practice (Torgerson & Torgerson 2008) . Thus, there is an underlying understanding or assumption that a practice in clinical medicine is not judged to be sufficiently justified if not tested through an RCT (Doll 1982; Glasdam 2003) .
The RCT as a research design and method is grounded on epistemological and ontological assumptions and developed into a specific research paradigms, as many other research methods are. The RCT methodology rests on principles delineated in the positivistic paradigm research tradition forming the basis of the understanding of the so-called Evidence-based medicine. Evidence-based medicine has been described as an integration of best research evidence, clinical expertise, and patient values (Sackett, Strauss, Richardson, Rosenberg & Haynes 2000) .
Evidence-based medicine was expanded to Evidence-based Practice (EBP) to accommodate other professions than medicine. Based on the work of the US Agency for Healthcare Research and Quality in 1992, the Evidence Hierarchy of Study Types has been an accepted system for grading guideline recommendations in Evidence-based medicine and Evidence-base Nursing. Systematic reviews and meta-analyses of RCT are placed at the top of this Evidence Hierarchy; RCT is placed second highest. At the bottom of the hierarchy are non-experimental studies and expert opinions (Guyatt et al 1995) . This Evidence hierarchy is widely accepted in the international medical field, and also in nursing research, even though concerns have been raised concerning the RCTs. These concerns are of a philosophical nature, such as when it is taken for granted that the results from the study in 'the laboratory' or other 'constructed contexts' per se are assumed to become transformed and guide changes in practice involving people's health, well-being and approaches related to their life-word (Christensen 1999; Glasdam 2003; Jensen 2004; Martinsen & Boge 2004; Martinsen 2009 ). Further, researchers have argued that these concerns are also of a methodological and an epistemological nature. The main reason is that the concept of RCT presupposes a fundamental condition based on a premise of constants and therefore disregards or even excludes the impact of changeable social and contextual influences (Christensen 1999; Hansen & Tjoernhoej-Thomsen 2012) . The RCT also states variables to be selected and defined a priori in order to address the corresponding objectives of the study, in order to enhance the reliability and validity of the eventual findings through statistical calculations and statistical significance (Thelle 2004).
Many results from RCTs based on interactional nurse-led interventions are published (Vedelö & Lomborg 2011) , but only a few researchers have until now addressed the contextual impacts in relational-based intervention projects (Berk 2005; Coates 2010 ). This paper is concerned with how the RCTs handle these circumstances when it comes to interventions that consist of interactions between human beings, and how the methodological and epistemological issues related with conceptuality are critically reflected upon in the vast amount of studies based on RCT. Our assumption is that healthcare research has a tendency to over-simplify, by assuming that all contextual variables and outcomes can be controlled in studies in clinical practice as was the case in the 'laboratory'. Further, researchers have pointed out that it is not possible, even in a carefully planned study, to predict the impact that external influences may have on the subject (Coates 2012). Therefore, this paper focuses on the randomised clinical trial (RCT) as a research method in nursing interventions and problematises its methodological ability and delimitations considering the extensive use of this method in the healthcare system. The aim of this paper is to explore if and how studies are handling questions concerned with contextual influences, by re-doing a systematic literature review on literature used in an already published literature study (Fridlund et al 2014) in which two of the authors of this study took part. . Also, this present study aims to contribute to the debate and discussion of the importance of considering the contextual and relational influences in research focussing on intervention-based studies, RCTs; Further, we problematize the ontological claim in RCT-based research, that is, the ontological assumption of a constant in intervention programmes or strategies which is invariant in different settings.
This study also aims to contribute to reflections on epistemological issues concerning with RCT as designated by researchers in the medical field being the preferable research method in nursing, which is leading to that RCT-based research in present time is meant to guide the complex (clinical) healthcare practices through its results.
Method
The interest in conducting this study emerged from a systematic literature review conducted in 2011 involving RCT-designed interventions in somatic adult healthcare contexts (Fridlund et al 2014) . It became notable that the included RCT studies in general did not consider the contextual influences. We found it interesting to explore this further, by focusing more explicit on if any considerations were taken to contextual influences. The present study is re-analysing the data of the former literature review of Fridlund et al. (2014) . Our literature review analysis uses the same data/studies as Fridlund et a.l (2014) , but we have different aims, and we explore if and how the studies are handling questions concerned with contextual influences in nurse-led RCT interventions.
Inclusion and Exclusion Criteria
The literature search was carried out with a primary criterion of including studies with a focus on nurse led interventions concerning adults in somatic healthcare (Fridlund et al 2014) . Specific inclusion criteria were: nurse-led RCTs concerning caring actions in adult patients in somatic healthcare; evaluating caring actions and articles not older than five years (2006) (2007) (2008) (2009) (2010) .
Exclusion criteria were: psychiatric healthcare; women's health; children (<18 years); low quality of the study according to The Swedish Council on Health Technology Assessment's well-established audit template (Statens beredning för medicinsk utvärdering 2010). Women's health is excluded because it includes both somatic and mental health, and also delivery of babies and issues related to children (Fridlund et al 2014) .
The Literature Search and Studies included
The International databases PubMed/Medline and CINAHL were used to search literature in English, produced between 2006 and 2010. Both controlled vocabulary (Medical Subject Headings [MeSH] ) and free-text words were used. The MeSH-terms were "Nurse Clinicians" OR "Nurse
Practitioners" and the free-text words were nurse specialist, nurse practitioner, nurse-led and nurse-managed. The literature search also excluded the following free text words from the search: gynecology, pediatrics, pregnancy and psychiatric. In total, 244 references were found and 55 studies (marked with asterisks in the reference list) were included in the study (Figure 1 ) (Fridlund et al 2014) .
Analysis Strategy
First, all the articles we found were read and tabulated, one by one for this study. Questions of importance when exploring the aims of this study were: What are the contexts of care; what is the Intervention about; who were together, where and how and why; how are the results of the intervention measured? The articles were all reviewed by two of the authors. Second, each review was discussed together with the third author, aiming at identifying and not missing out any aspects mentioned about the social context in which the studies were performed. Finally, the authors compared the studies across all data by posing the same questions when analysing each article.
Results
All included studies were based on randomisation between two or three arms, where the concept of the experimental intervention(s) was described in all studies. The concept of the control arms was described in 38 studies, but unspecified and only stated as "usual practice/usual care" in 17 studies (Table 1 ). This could be illustrated by the study of Goessens et al (2006) :
"Patients were randomized [,,,,] (Goessens et al 2006: p.997 ).
The issue is that the elements of the intervention programme maybe interfere with `care as usual' since we know nothing about that. However, the description of the elements of the intervention is often included in care as usual and the outcome of the intervention might be problematic or even uncertain.
All interventions were placed in a social context (healthcare activity of some kind), either at hospitals (nine studies), professional settings outside hospitals (ten studies), private homes of the patients (seven studies), telephone-and web meetings (19 studies), or combinations of those contexts (ten studies). All interventions addressed interactions between at least one nurse and one patient. Further, all intervention in the studies were evaluated by quantitative measurement taking into account the patient as a sole actor and nine of these studies also measured on cost-benefit of the intervention. Again the study of Goessens et al (2006) Thus the nurse is an active part in above mentioned intervention in the study of Goessens et al's (2006) and interacts with the patient (s)he is not regarded as a part or a component of the evaluation concept of the intervention. None of the studies evaluated the professionals, nor their mutual interactions, and consequently left out issues concerned with the way social influences might have impact on the intervention (Table 1) . Nor the place of intervention is pointed out as significant for or as an evaluation parameter for the outcome of the intervention in the study of Goessens et al's (2006) . It became clear that none of the studies in this literature review evaluate the social contexts' influence and impact on the intervention (Table 1) . Nor did any of the studies evaluate the interaction between those involved in the health activity and how the interaction(s) influenced and impacted on the intervention. Taking all into consideration, none of the studies included, incorporated or reflected on the meaning and importance of contextual aspects in the study design or consequently in the evaluation of the studies. (Goessens et al 2006 .
Discussion
In this section, we discuss our results in relation to the importance of a social dimension when humans act together. Further we reflect the fact that the studies in this systematic literature review operate as if non-contextual impact exists, and at the same time make claims that experimental or controlled interventions from the studies should be implemented or further developed in clinical healthcare practices, for example in various health activities. Also, we reflect on the absence of consideration of social dimensions in the studies included in this review in relation to the discourse of evidence-based nursing in theoretical and clinical nursing. Finally, we reflect on the method used in our study. When we discuss the social context it should be considered on an abstract level since the issue here is not to discuss the complexity of these contexts per se.
The studies included in this systematic literature review handle the social context(s) and interactions in an unproblematic, unreflected way, as if they were insignificant constants. As the chosen example of the study of Gooesen et al (2006) showed, the meeting between nurse and patient took place in a specific social context with an interaction between two persons. Such a communicative interaction probably has an influence on the given information, the way the information is received and interpreted in the care action plan and how this plan is applied into action by the patient. In general, the included studies do not regard social conditions in terms of dynamic movements or interactive with other factors Gadamer 2004a Gadamer ,2004b Husserl 2002; Merleau-Ponty 1994) . In addition, the social constructivists and post-structuralistic research traditions (e.g. Berger & Luckmann 1966; Bourdieu 1999; Giddens 1991) focus on social contexts, concerned with the impact of social-political discourses influences, emphasising how we experience illness, diseases or construct coping strategies. These research traditions' ontological and epistemological approaches argue in favour of the importance of contextual and relational influences, and these approaches are also often used in healthcare research (e.g. or imposed upon her, but rather it is constituted as an internal relationship between the experiencing subject and influences of the surrounding external social context (Marton & Booth, 1997; Vygotsky, 1978) .
All the RCT studies in this review, illustrated by the chosen example of the study of Gooesen et al (2006) , evaluate their success on the outcomes of the patients included in the intervention, without knowing or stating what actually affected the benefits of the intervention. The studies consist of several components of the intervention and it is unclear how these inter-relate. Contrary to previously mentioned philosophers and researchers, who argue for the importance of various relationships as being essential to the intervention itself, the implementation of the experimental and control interventions make the opposite and rules out the circumstances and processes, which have been left aside as unimportant (Damschroeder et al 2009; Nielsen, Fredslund, Christensen & Albertsen 2006; Hansen & Tjoernhoej-Thomsen 2011 ,2012 . It is reasonable to raise questions, concerning the importance of the social dimension considering it is not taken into account in RCT research since not involving any kind of acknowledging about the interaction between patients and nurses or other healthcare professionals. We argue in favour of that healthcare research using RCT design should become contextual aware of the importance of relationships. Furthermore, if the outcomes of the studies should serve as a basis for changing or not changing clinical healthcare practices, the inclusion of social contextual factors is a necessary presumption, for the validation of results. Contextual changes and variations should be dealt with and not be treated as unimportant or non-existent; at least outlined as distinct delimitations when not dealt within the RCT designed studies.
From our reasoning follows that RCTs operate as if no contextual impacts exist and at the same time the studies consider that the addressed health activity has as its core element the encounter between humans. All the studies, and in the section of results illustrated by the study of Gooesen et al (2006) , claim that by using RCT this can per se justify interventions from the studies as sufficient or insufficient; and that the evaluations of the interventions claim validity for recommending implementation of change versus maintenance of the status quo in clinical healthcare practice (activity). This assertion could be regarded as a problematic ontological issue. The concept of 'care/treatment as usual' is problematic as a reference to a baseline. Firstly, 'care/treatment as usual' vary in content between different healthcare settings (hospitals, primary health care centres, care in municipalities), but still outcome recommendations are given in general without considering this variation. Secondly, it is problematic to refer to 'care/treatment as usual' without in detail describe the content and how it differ from the components of the intervention programme. If this is not done we do not know the operative component of a measured effect in the outcome of an intervention. The analysis of the included studies showed a problematic vagueness in respect of these two aspects of the use of concept 'as usual'.
An intervention, per se, usually aims to change something and can be defined as an intentional 'change strategy' (Fraser, Richman, Galinsky & Day 2009 ); or argue in favour of not changing, as a way of maintaining the 'best' preference. For that reason, the intentional meaning and the contextual and relational influences concerning the social aspects must be considered when setting objectives for measurement of changes. The interventions always take place in relation to health activity and include interaction between humans. The complexity cannot be organised or treated as a fixed entity, that is, as a standardised procedure where a given input generates a given output. Consider, it is not possible to create a teaching and learning situation where every teacher (here the nurses) teaches the same content in the same way and that every student (here the patient) learns and make sense in a similar way (Marton & Booth, 1997) . Circumstances such as our history (Gadamer 2004a (Gadamer , 2004b , backgrounds, societal history, personal experiences and preconceptions (Bourdieu 1984 (Bourdieu ,1999 , the people with whom we interact, and our specific life circumstances at the moment the interventions is carried out, have an essential influence on how things turn out. These circumstances should be taken into consideration in any social intervention implemented and evaluated in clinical healthcare practice(s) before it can be regarded as a valid result and thereby become significant for those involved in the situation. Thus, it is difficult to provide an identical social intervention programme because human acting and interaction are always rooted in attitude formation, social contexts and histories (Bourdieu, 1984; Gadamer, 2004b; Glasdam 2003; Hansen & Tjoernhoej-Thomsen 2012; Krogstrup 2011) . The challenge is to consider the importance of contextual influences in relation to RCT conducted studies results. Particular when far-reaching implication from RCT studies are made in terms of changing interventions and routines in healthcare practices. In research as well as in clinical interventions, we must acknowledge variations rather than treat the context from which we collect out data (as in RCT based research) in an instrumentalist way, as constant.
Firstly, the lack of consideration of the social aspects, secondly, the rationale that is based on the notion of fixed constants and defined variables (see Kendall 2003) in the analysed studies in this literature review of RCTs is an issue worth to discuss. This has some implications for the understanding of Evidence-based nursing according to the Evidence Hierarchy (Guyatt et al 1995) . In the medical understanding of Evidencebased nursing, the RCTs rank highest as evidence and are designed to create the guidelines for Evidence-based practice. This is despite the fact that research based on RCTs with negative results is often excluded in the formation of evidence due to publication difficulties (Dimick, DienerWest & Lipsett 2001; Jaarsma et al 2008) . All the studies in our literature review are assigned the power to define and guide the actions in clinical practices, without considering the importance of the social context in that very same practice. We find it justifiable to debate the power RCT studies have in contemporary nursing research and how evident RCTs studies actually are, considering this lack of consideration of the social contexts impact. And what consequences will it have for patients if we build our clinical nursing practice (or any health activity) based on these RCT results? At best nothing happens, at worst the results are misleading and could do harm to patients.
Finally, we discuss the literature review method in the light of the assessment of the studies as low-middle-high quality according to The Swedish Council on Health Technology Assessment's well-established audit template (Statens beredning för medicinsk utvärdering 2010). Many factors are assessed in this template, aiming to guarantee an overall quality in a study. One or more factors can be marked with low quality, and still the overall outcome can be assessed as middle or high quality. The view developed in this article is that all of the studies included in the literature review alternatively might be regarded as having a low quality since none of them deals with the variables of social contexts and actors. Looking at other reviews and anthropological studies of RCT (e.g. Glasdam, Timm & Vittrup 2010 , Dickson et al 2013 , Tjoernhoej-Thomsen & Hansen 2013 ), many other methods or tools are proposed to measure the quality of research not taken into account in the studies included in our analysis.
Conclusion
The results of this systematic literature review show that the RCTs handle the contextual dimension, understood as interactions between th humans and the contextual influencing aspects at hand, in which the experimental and controlled interventions takes place, as if noninteractiveness or contextual impact exists. In other words, the studies treat the complex social context in terms of constants. All studies give recommendations based on their results; either the experimental interventions are supposed leading to implementation of profound changes in daily clinical practices, or the existing (control) intervention is assumed to be the best current intervention. This must have implications for the understanding of Evidence-based nursing according to the Evidence Hierarchy. Paradoxically, the RCTs operate as if no contextual impact exists, and at the same time it is considered that the very same practice has as its core element the encounter between humans and emphasises the relational and contextual. By failing to deal with presumed influences and conditions from a methodological research perspective, in ignoring and not acknowledging 'contextual movements', healthcare research has a tendency to over-simplify by the use of variables as fixed entities and as
constants. An important assumption in this review is that a social context and a social interaction should be taken into consideration and a more critical stance should be taken in clinical healthcare based on RCT research and their outcomes in the form of evaluation of interventions. If the large amount of supported RCT research is to continue to guide and direct clinical practice, with a continuing high impact on the healthcare practice of today, then, a critical reflection concerning the lack of consideration about the contextual movements must come to the fore and be debated from an ontological, an epistemological and a clinical, practical perspective. The RCT design consequently is suggested to become further analysed and discussed in terms of delimitations and force of predictability, generalisability, and changeable impact in clinical practices.
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